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NDA 83-607/3-012

Richlyn Laboratories, Inc. o
Attentfon: Mr. Louis P. Cecchini
Castor & Kensington Avenues
Philadelphtia, PA 19124

Gentlemen:

Reference 1s made to your supplement dated June 30, 1977 regardin? iour
abbreviated new drug application submitted pursuant to Section 505(b) of
the Federal Food, Drug, and Cosmetic Act for Hydrochlorothiazide Tablets,

50 mg.

The supplemental application pro#idés for you to label 1000 tablet containers
with a Jabel showing the distributor to be:

_and the trade name to be:

We have completed the review of this supplemental application and 1t {s
approved. Our Tetter of June 6, 1977 detailed the conditions relating

to the approval of this application.

Promotion of a product marketed under an abbreviated new drug application
must not convey the tmpression that the product is a new entity.

We are enclosing with the copy of this letter the distributor the con-
ditions relating to the apprpval of this applicqtion. .

g?z:uzejre‘, MUy - / oy

Divisfon of Generic Drug Monographs
Mfice of Drug Monograph :
Bureau of Drugs
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NDA 83-607

Richlyn Laboratories, Inc.
Attention: Mr. E.W. Rebollo
Castor & Kensington Avenues
Philadelphia, PA 19128

Gentlemen:

Reference 1s made to your abbreviated new drug application submitted
pursuant to Sectfon 505(b) of the Federal Food, Drug, and Cosmetic
Act for Hydrochlorothiazide Tablets, 80 mg.

We acknowledge receipt of your communication dated May 10, 1977,
amending the application.

We have completed the review of this abbreviated new drug application
and have concluded that the drug 1s safe and effective for use as
recommended 1n the submitted labeling. Accordingly, the application
is approved,—

Any significant change in the conditions outlined in this abbreviated
new drug application requires an approved supplemental application
before the change may be made, except for changes made in conformance
with other provisions of Section 314.8 of the new drug regulations.

This Administration should be advised of any change in the marketing
status of this drug.

We note that you had provided for distributors. That materfal s NOT
covered by this approval. If you elect to so distribute, that material
should be re-submitted as supplements to this application.

Promotion of a product marketed under an abbreviated new drug application
must not convey the impressfon that the product is a new entity.

The enclosures summarize the conditions relating to the appraval of this

application. -
ce: PHI-DO%%/}/W 6 5/77

HFD-614 HFD-616 'ﬁ llﬂﬂfljﬁ 6/5/)
RBarzilai/JMeyer/GMi1lar §-1-77
R/D init. JMeyer/MSeife - Division of Generic Drug

2-77

4 . Office of Drug Monographs
-2-77

X;;igvg{p‘"g/W]b/6 7 (7“L%£}77 Bureau of Drugs

Enclosures:

Conditions of Approval of a New Drug Application
Records and Reports Requirement
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